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plan submitted with the request for
variance.

(h) The Secretary, in granting a vari-
ance, will specify the period for which
the variance has been granted; such pe-
riod will not exceed one year. A request
for a renewal shall be submitted not
later than 30 days prior to the expira-
tion of the variance and shall contain
all information required by paragraphs
(c), (d), and (f) of this section. Renewal
of the variance will be contingent upon
the facility’s continuing to meet the
provisions of this section.

[40 FR 30818, July 23, 1975. Redesignated at 42
FR 52826, Sept. 30, 1977; 51 FR 22041, June 17,
1986; 51 FR 27847, Aug. 4, 1986; 51 FR 43197,
Dec. 1, 1986. Redesignated and amended at 53
FR 23100, June 17, 1988]

§488.68 State Agency responsibilities
for OASIS collection and data base
requirements.

As part of State agency survey re-
sponsibilities, the State agency or
other entity designated by HCFA has
overall responsibility for fulfilling the
following requirements for operating
the OASIS system:

(a) Establish and maintain an OASIS
database. The State agency or other en-
tity designated by HCFA must—

(1) Use a standard system developed
or approved by HCFA to collect, store,
and analyze data;

(2) Conduct basic system manage-
ment activities including hardware and
software maintenance, system back-up,
and monitoring the status of the data-
base; and

(3) Obtain HCFA approval before
modifying any parts of the HCFA
standard system including, but not
limited to, standard HCFA-approved—

(i) OASIS data items;

(if) Record formats and validation
edits; and

(ifi) Agency encoding and trans-
mission methods.

(b) Analyze and edit OASIS data. The
State agency or other entity des-
ignated by HCFA must—

(1) Upon receipt of data from an
HHA, edit the data as specified by
HCFA and ensure that the HHA re-
solves errors within the limits speci-
fied by HCFA;

(2) At least monthly, make available
for retrieval by HCFA all edited OASIS

42 CFR Ch. IV (10-1-00 Edition)

records received during that period, ac-
cording to formats specified by HCFA,
and correct and retransmit previously
rejected data as needed; and

(3) Analyze data and generate reports
as specified by HCFA.

(c) Ensure accuracy of OASIS data.
The State agency must audit the accu-
racy of the OASIS data through the
survey process.

(d) Restrict access to OASIS data. The
State agency or other entity des-
ignated by HCFA must do the fol-
lowing:

(1) Ensure that access to data is re-
stricted except for the transmission of
data and reports to—

(i) HCFA;

(if) The State agency component that
conducts surveys for purposes related
to this function; and

(iii) Other entities if authorized by
HCFA.

(2) Ensure that patient identifiable
OASIS data is released only to the ex-
tent that it is permitted under the Pri-
vacy Act of 1974.

(e) Provide training and technical sup-
port for HHAs. The State agency or
other entity designated by HCFA
must—

(1) Instruct each HHA on the admin-
istration of the data set, privacy/con-
fidentiality of the data set, and inte-
gration of the OASIS data set into the
facility’s own record keeping system;

(2) Instruct each HHA on the use of
software to encode and transmit OASIS
data to the State;

(3) Specify to a facility the method of
transmission of data to the State, and
instruct the facility on this method.

(4) Monitor each HHA’s ability to
transmit OASIS data.

(5) Provide ongoing technical assist-
ance and general support to HHAs in
implementing the OASIS reporting re-
quirements specified in the conditions
of participation for home health agen-
cies; and

(6) Carry out any other functions as
designated by HCFA necessary to
maintain OASIS data on the standard
State system.

[64 FR 3763, Jan. 25, 1999]
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§488.105 42 CFR Ch. IV (10-1-00 Edition)

SKILLED NURSING FACILITY & INTERMEDIATE CARE FACILITY
SURVEY REPORT

~ PART 8
CRUCIAL DATA EXTRACT
(To be used with 2-86 Revision of Form HCFA-519)
PROVIDER NO. FACILITY NAME SURVEY DATE

SURVEY TEAM COMPOSITION

*F1: INDICATE THE NUMBER OF SURVEYORS ACCORDING TO DISCIPLINE:

A ADMINISTRATOR M. ___ LIFE SAFETY CODE SPECIALIST
B. NURSE . LABORATORWAN

c. DIETITIAN J.  —____ SANITARAN

D. PHARMACIST K. ——— THERAPIST

E. RECORDS ADMINISTRATOR L — PHYSICIAN

F. SOCIAL WORKER M. T IOMAL INSTITUTE OF

G D MENTAL RETARDATION N —__  OTHER

NOTE: MORE THAN ONE DISCIPLINE MAY BE MARKED FOR SURVEYORS QUALIFIED IN MULTIPLE DISCIPLINES.

*F2: INDICATE THE TOTAL NUMBER OF SURVEYORS ONSITE:

*Fi93DRUG ERRORRATE: ____8  (Round 9% 10 nearest whole number.)

*SF5 Survey Form Indicator (Check one)
Traditiona! Survey New LTC Survey

o ] @[ ]

NOTE: PLEASE ATTACH COPY OF PAGES 2, 14 AND 15.

[——
Form HCPASTIE 206)

#0.5. GOVERMENT PRINTING OPPICE : 1986 O - 153-203 : QL 3
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§488.105 42 CFR Ch. IV (10-1-00 Edition)

DRUG ERROR CALCULATION
(SEE SOM Appendix N Part 2)

How to Calculate a Medication Error Rate—In calculating the percentage of errors, the numerator in the
ratio is the total number of errors that you observe, both significant and non-significant. The denominator
is all the doses observed being administered plus the doses ordered but not administered. The equation
for calculating a medication error rate is as follows:

Maedication Error Rate = Number of errors observed x 100
Opportunities for errors

Where: Opportunities for errors equals the number of doses administered plus the number of
doses ordered but not administered.

Comments

For example, you observed the administration of drugs to 20 patients. There were a total of 47 drugs
administered (47 opportunities for errors). At the completion of the reconciliation of your Observations with
the physicians’ orders, you find that three medication errors were made in administration and one medication
was omitted (ordered but not administered). The omitted dose is included in both the numerator and the
denominator. Therefore, following the above formula, your equation would be as follows:

3+1 x 100 = 8.3%
47 + 1

*U.S GPO1988-0-181.264/53836
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§488.110

FORM APPROVED
OMB NO. 0838-0400

trays unless contraindicated.
q. Medically able residents eating in dining area.

I. Residents ready for meal when served.
0. Functional trays for bedfast residents.

r. Bedtime nourishment offered.

n. Utensils available.

k. Served promptly.

'p. Salt, pepper, sugar, other condiments on resident’s

m. Attractive.

DEPARTMENT OF HEALTH AND HUMAN SERVICES
HEALTH CARE FINANCING ADMINISTRATION
3. SUPERVISION OF RESIDENT NUTRITION

2. SERVING OF MEALS * (continued)

§488.110 Procedural guidelines.

SNF/ICF Survey Process. The purpose
for implementing a new SNF/ICF sur-
vey process is to assess whether the
quality of care, as intended by the law
and regulations, and as needed by the

a. Prompt assistance.

3
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42 CFR Ch. IV (10-1-00 Edition)

resident, is actually being provided in
nursing homes. Although the onsite re-
view procedures have been changed, fa-
cilities must continue to meet all ap-
plicable Conditions/Standards, in order
to participate in Medicare/Medicaid
programs. That is, the methods used to
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Health Care Financing Administration, HHS

compile information about compliance
with law and regulations are changed;
the law and regulations themselves are
not changed. The new process differs
from the traditional process, prin-
cipally in terms of its emphasis on resi-
dent outcomes. In ascertaining wheth-
er residents grooming and personal hy-
giene needs are met, for example, sur-
veyors will no longer routinely evalu-
ate a facility’s written policies and
procedures. Instead, surveyors will ob-
serve residents in order to make that
determination. In addition, surveyors
will confirm, through interviews with
residents and staff, that such needs are
indeed met on a regular basis. In most
reviews, then, surveyors will ascertain
whether the facility is actually pro-
viding the required and needed care
and services, rather than whether the
facility is capable of providing the care
and services.

THE OUTCOME-ORIENTED SURVEY PROC-
ESS—SKILLED NURSING FACILITIES
(SNFs) AND INTERMEDIATE CARE FA-
CILITIES (ICFS)

(a) General.

(b) The Survey Tasks.

(c) Task 1—Entrance Conference.

(d) Task 2—Resident Sample—Selection
Methodology.

(e) Task 3—Tour of the Facility.

(f) Task 4—Observation/Interview/Medical
Record Review (including drug regimen re-
view).

(g9) Task 5—Drug Pass Observation.

(h) Task 6—Dining Area and Eating Assist-
ance Observation.

(i) Task 7—Forming the Deficiency State-
ment.

(J) Task 8—Exit Conference.

(k) Plan of Correction.

(I) Followup Surveys.

(m) Role of Surveyor.

(n) Confidentiality and Respect for Resi-
dent Privacy.

(0) Team Composition.

(p) Type of Facility-Application of SNF or
ICF Regulations.

(g) Use of Part A and Part B of the Survey
Report.

(a) General. A complete SNF/ICF fa-
cility survey consists of three compo-
nents:

» Life Safety Code requirements;

* Administrative and structural re-
quirements (Part A of the Survey Re-
port, Form HCFA-525); and

§488.110

» Direct resident care requirements
(Part B of the Survey Report, Form
HCFA-519), along with the related
worksheets (HCFA-520 through 524).

Use this survey process for all sur-
veys of SNFs and ICFs—whether free-
standing, distinct parts, or dually cer-
tified. Do not use this process for sur-
veys of Intermediate Care Facilities for
Mentally Retarded (ICFs/MR), swing-
bed hospitals or skilled nursing sec-
tions of hospitals that are not sepa-
rately certified as SNF distinct parts.
Do not announce SNF/ICF surveys
ahead of time.

(b) The Survey Tasks. Listed below are
the survey tasks for easy reference:

» Task 1. Entrance Conference.

* Task 2. Resident Sample—Selection
Methodology.

e Task 3. Tour of the Facility. Resi-
dent Needs. Physical Environment.
Meeting with Resident Council Rep-
resentatives. Tour Summation and
Focus of Remaining Survey Activity.

» Task 4. Observation/Interview/Med-
ical Record. Review of Each Individual
in the Resident Sample (including drug
regimen review).

* Task 5. Drug Pass Observation.

* Task 6. Dining Area and Eating As-
sistance Observation.

« Task 7. Forming the Deficiency
Statement (if necessary).

» Task 8. Exit Conference.

(c) Task 1—Entrance Conference. Per-
form these activities during the en-
trance conference in every certifi-
cation and recertification survey:

* Introduce all members of the team
to the facility staff, if possible, even
though the whole team may not be
present for the entire entrance con-
ference. (All surveyors wear identifica-
tion tags.)

* Explain the SNF/ICF survey proc-
ess as resident centered in focus, and
outline the basic steps.

* Ask the facility for a list showing
names of residents by room number
with each of the following care needs/
treatments identified for each resident
to whom they apply:

—Decubitus care
—Restraints
—Catheters
—Injections
—Parenteral fluids
—Rehabilitation service

671



§488.110

—Colostomy/ileostomy care
—Respiratory care
—Tracheostomy care
—Suctioning

—Tube feeding

Use this list for selecting the resi-
dent sample.

* Ask the facility to complete page 2
of Form HCFA-519 (Resident Census) as
soon as possible, so that the informa-
tion can further orient you to the fa-
cility’s population. In a survey of a
SNF with a distinct part ICF, you may
collect two sets of census data. How-
ever, consolidate the information when
submitting it to the regional office.
You may modify the Resident Census
Form to include the numbers of Ili-
censed and certified beds, if necessary.

* Ask the facility to post signs on
readily viewed areas (at least one on
each floor) announcing that State sur-
veyors are in the facility performing an
“‘inspection,” and are available to meet
with residents in private. Also indicate
the name and telephone number of the
State agency. Hand-printed signs with
legible, large letters are acceptable.

» If the facility has a Resident Coun-
cil, make mutually agreeable arrange-
ments to meet privately with the presi-
dent and officers and other individuals
they might invite.

e Inform the facility that interviews
with residents and Resident Councils
are conducted privately, unless they
independently request otherwise, in
order to enhance the development of
rapport as well as to allay any resident
anxiety. Tell the facility that informa-
tion is gathered from interviews, the
tour, observations, discussions, record
review, and facility officials. Point out
that the facility will be given an oppor-
tunity to respond to all findings.

(d) Task 2—Resident Sample—Selection
Methodology. This methodology is
aimed at formulating a sample that re-
flects the actual distribution of care
needs/treatments in the facility popu-
lation.

Primarily performed on a random
basis, it also ensures representation in
the sample of certain care needs and
treatments that are assessed during
the survey.

(1) Sample Size. Calculate the size of
the sample according to the following
guide:

42 CFR Ch. IV (10-1-00 Edition)

Number of

residents in Number of residents in sample
facility

0-60 resi- 25% of residents (minimum—10).
dents.

61-120 20% of residents (minimum—15).
residents.

121-200 15% of residents (minimum—24).
residents.

201+ resi- 10% of residents (minimum—30).
dents.

1 Maximum—50.

Note that the calculation is based on
the resident census, not beds. After de-
termining the appropriate sample size,
select residents for the sample in a ran-
dom manner. You may, for example, se-
lect every fifth resident from the resi-
dent census, beginning at a random po-
sition on the list. For surveys of dually
certified facilities or distinct part
SNFs/ICFs, first use the combined SNF/
ICF population to calculate the size of
the sample, and then select a sample
that reflects the proportions of SNF
and ICF residents in the facility’s over-
all population.

(2) Special Care Needs/Treatments. The
survey form specifies several care
needs/treatments that must always be
reviewed when they apply to any facil-
ity residents. These include:

* Decubitus Care

¢ Restraints

« Catheters

¢ Injections, Parenteral Fluids, Colos-
tomy/lleostomy, Respiratory Care,

Tracheostomy Care, Suctioning,
Tube Feeding
* Rehabilitative Services (physical

therapy, speech pathology and audi-

ology services, occupational therapy)

Due to the relatively low prevalence
of these care needs/treatments, appro-
priate residents may be either under-

represented or entirely omitted from
the sample. Therefore, determine dur-
ing the tour how many residents in the
random selection fall into each of these
care categories. Then, compare the
number of such residents in the ran-
dom selection with the total number of
residents in the facility with each spec-
ified care need/treatment (based on ei-
ther the resident census or other infor-
mation provided by the facility).
Review no less than 25 percent of the
residents in each of these special care
needs/treatments categories. For exam-
ple, if the facility has 10 residents with
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decubitus ulcers, but only one of these
residents is selected randomly, review
two more residents with decubitis ul-
cers (25% of 10 equals 2.5, so review a
total of 3). Or, if the facility has two
residents who require tube feeding, nei-
ther of whom is in the random selec-
tion, review the care of at least one of
the these residents. This can be accom-
plished in the following manner:

Conduct in-depth reviews of the ran-
domly selected residents and then per-
form limited reviews of additional resi-
dents as needed to cover the specified
care categories. Such reviews are lim-
ited to the care and services related to
the pertinent care areas only, e.g.,
catheters, restraints, or colostomy.
Utilize those worksheets or portions of
worksheets which are appropriate to
the limited review. Refer to the Care
Guidelines, as a resource document,
when appropriate.

Always keep in mind that neither the
random selection approach nor the re-
view of residents within the specified
care categories precludes investigation
of other resident care situations that
you believe might pose a serious threat
to a resident’s health or safety. Add to
the sample, as appropriate.

(e) Task 3—Tour of the Facility. (1)
Purpose. Conduct the tour in order to:

» Develop an overall picture of the
types and patterns of care delivery
present within the facility;

* View the physical environment;
and

* Ascertain whether randomly se-
lected residents are communicative
and willing to be interviewed.

(2) Protocol. You may tour the entire
facility as a team or separately, as
long as all areas of the facility are ex-
amined by at least one team member.
Success of the latter approach, how-
ever, is largely dependent on open
intra-team communication and the
ability of each team member to iden-
tify situations for further review by
the team member of the appropriate
discipline. You may conduct the tour
with or without facility staff accom-
panying you, as you prefer. Facilities,
however, vary in staff member avail-
ability. Record your notes on the Tour
Notes Worksheet, Form HCFA-521.

Allow approximately three hours for
the tour. Converse with residents, fam-
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ily members/significant others (if
present), and staff, asking open-ended
questions in order to confirm observa-
tions, obtain additional information, or
corroborate information, (e.g., acci-
dents, odors, apparent inappropriate
dress, adequacy and appropriateness of
activities). Converse sufficiently with
residents selected for in-depth review
to ascertain whether they are willing
to be interviewed and are communica-
tive. Observe staff interactions with
other staff members as well as with
residents for insight into matters such
as resident rights and assignments of
staff responsibilities.

Always knock and/or get permission
before entering a room or interrupting
privacy. If you wish to inspect a resi-
dent’s skin, observe a treatment proce-
dure, or observe a resident who is ex-
posed, courteously ask permission from
the resident if she/he comprehends, or
ask permission from the staff nurse if
the resident cannot communicate. Do
not do ‘‘hands-on’’ monitoring such as
removal of dressings; ask staff to re-
move a dressing or handle a resident.

(3) Resident Needs. While touring,
focus on the residents’ needs—physical,
emotional, psychosocial, or spiritual—
and whether those needs are being met.
Refer to the following list as needed:

—Personal hygiene, grooming, and ap-
propriate dress

—Position

—Assistive and other restorative de-
vices

—Rehabilitation issues

—Functional limitations in ADL

—Functional limitations in gait, bal-
ance and coordination

—Hydration and nutritional status

—Resident rights

—Activity for time of day (appropriate
or inappropriate)

—Emotional status

—Level of orientation

—Awareness of surroundings

—Behaviors

—Cleanliness of immediate environ-
ment (wheelchair, bed, bedside table,
etc.)

—Odors

—Adequate clothing and care supplies
as well as maintenance and cleanli-
ness of same

(4) Review of the Physical Environment.
As you tour each resident’s room and
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auxiliary rooms, also examine them in
connection with the physical environ-
ment requirements. You need not docu-
ment physical environment on the
Tour Notes Worksheet. Instead, you
may note any negative findings di-
rectly on the Survey Report Form in
the remarks section.

(5) Meeting With Resident Council Rep-
resentatives. If a facility has a Resident
Council, one or more surveyors meet
with the respresentatives in a private
area. Facility staff members do not at-
tend unless specifically requested by
the Council. Explain the purpose of the
survey and briefly outline the steps in
the survey process, i.e., entrance con-
ference * * * exit conference. Indicate
your interest in learning about the
strengths of the facility in addition to
any complaints or shortcomings. State
that this meeting is one part of the in-
formation gathering; the findings have
not yet been completed nor the conclu-
sions formulated. Explain further, how-
ever, that the official survey findings
are usually available within three
months after the completion of the sur-
vey, and give the telephone number of
the State agency office.

Use this meeting to ascertain
strengths and/or problems, if any, from
the consumer’s perspective, as well as
to develop additional information
about aspects of care and services
gleaned during the tour that were pos-
sibly substandard.

Conduct the meeting in a manner
that allows for comments about any
aspect of the facility. (See the section
on Interview Procedures.) Use open-
ended questions such as:

* “What is best about this home?”’
e “What is worst?”’
* “What would you like to change?”’

In order to get more detail, use ques-
tions such as:

* ““Can you be more specific?”’

* ““Can you give me an example?”

* “What can anyone else tell me
about this?”’

If you wish to obtain information
about a topic not raised by the resi-
dents, use an approach like the fol-
lowing:

* “Tell me what you think about the
food/staff/cleanliness here.”

* “What would make it better?”’
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* “What don’t you like? What do you
like?””

(6) Tour Summation and Focus of Re-
maining Survey Activity. When the tour
is completed, review the resident cen-
sus data provided by the facility. De-
termine if the care categories specified
in the section on Resident Sample are
sufficiently represented in the random
selection, make adjustments as needed,
and complete the listing of residents on
the worksheet labeled ‘‘Residents Se-
lected for In-depth Review’, Form
HCFA-520.

Transcribe notes of a negative nature
onto the SRF in the ‘““Remarks’ col-
umn under the appropriate rule. Find-
ings from a later segment in the survey
or gathered by another surveyor may
combine to substantiate a deficiency.
You need not check “met” or ‘not
met’”’ at this point in the survey. Dis-
cuss significant impressions/conclu-
sions at the completion of each subse-
quent survey task, and transfer any
negative findings onto the Survey Re-
port Form in the Remarks section.

(f) Task 4—Observation/Interview/Med-
ical Record Review (including drug regi-
men review). Perform the in-depth re-
view of each individual in the resident
sample in order to ascertain whether
the facility is meeting resident needs.
Evaluate specific indicators for each
resident, utilizing the front and back of
the ““‘Observation/Interview/Record Re-
view (OIRR)’" worksheet, Form HCFA-
524. You may prefer to perform the
record review first, complete resident/
staff/family observations and inter-
views, and finally, return to the record
for any final unresolved issues. On the
other hand, you may prefer to do the
interviews first. Either method is ac-
ceptable. Whenever possible, however,
complete one resident’s observation/
interview/medical record review and
document the OIRR before moving
onto another resident. If because of the
facility layout, it is more efficient to
do more than one record review at a
time, limit such record review to two
or three residents so your familiarity
with the particular resident and con-
tinuity of the OIRR are not com-
promised.

(1) Observation. Conduct observations
concurrently with interviews of resi-
dents, family/significant others, and
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discussions with direct care staff [of
the various disciplines involved. In
multi-facility operations, whenever
possible, observe staff that is regularly
assigned to the facility in order to gain
an understanding of the care and serv-
ices usually provided.] Maintain re-
spect for resident privacy. Minimize
disruption of the operations of the fa-
cility or impositions upon any resident
as much as possible. Based upon your
observations of the residents’ needs,
gather information about any of the
following areas, as appropriate:

Bowel and bladder training
Catheter care

Restraints

Injections

Parenteral fluids

Tube feeding/gastrostomy
Colostomy/ileostomy
Respiratory therapy
Tracheostomy care
Suctioning

(2) Interviews. Interview each resident
in private unless he/she independently
requests that a facility staff member or
other individual be present. Conduct
the in-depth interview in a nonthreat-
ening and noninvasive fashion so as to
decrease anxiety and defensiveness.
The open-ended approach described in
the section on the Resident Council is
also appropriate for the in-depth inter-
view. While prolonged time expendi-
ture is not usually a worthwhile use of
resources or the resident’s time, do
allow time initially to establish rap-
port.

At each interview:

e Introduce yourself.

* Address the resident by name.

» Explain in simple terms the reason
for your visit (e.g., to assure that the
care and services are adequate and ap-
propriate for each resident).

* Briefly outline the process—en-
trance conference, tour, interviews, ob-
servations, review of medical records,
resident interviews, and exit con-
ference.

* Mention that the selection of a par-
ticular resident for an interview is not
meant to imply that his/her care is
substandard or that the facility pro-
vides substandard care. Also mention
that most of those interviewed are se-
lected randomly.
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» Assure that you will strive for ano-
nymity for the resident and that the
interview is used in addition to med-
ical records, observations, discussions,
etc., to capture an accurate picture of
the treatment and care provided by the
facility. Explain that the official find-
ings of the survey are usually available
to the public about three months after
completion of the survey, but resident
names are not given to the public.

* When residents experience
ficulty expressing themselves:

—Avoid pressuring residents to ver-
balize

—Accept and respond to all commu-
nication

—Ignore mistakes in word choice

—Allow time for recollection of words

—Encourage self-expression through
any means available

* When interviewing residents with
decreased receptive capacity:

—Speak slowly and distinctly

—Speak at conversational voice level

—Sit within the resident’s line of vi-
sion

* Listen to all resident information/al-
legations without judgment. Infor-
mation gathered subsequently may
substantiate or repudiate an allega-
tion.

The length of the interview varies,
depending on the condition and wishes
of the resident and the amount of in-
formation supplied. Expect the average
interview, however, to last approxi-
mately 15 minutes. Courteously termi-
nate an interview whenever the resi-
dent is unable or unwilling to continue,
or is too confused or disoriented to
continue. Do, however, perform the
other activities of this task (observa-
tion and record review). If, in spite of
your conversing during the tour, you
find that less than 40 percent of the
residents in your sample are suffi-
ciently alert and willing to be inter-
viewed, try to select replacements so
that a complete OIRR is performed for
a group this size, if possible. There may
be situations, however, where the resi-
dent population has a high percentage
of confused individuals and this per-
centage is not achievable. Expect that
the information from confused individ-
uals can be, but is not necessarily, less

dif-
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reliable than that from more alert indi-
viduals.

Include the following areas in the
interview of each resident in the sam-
ple:

Activities of daily living

Grooming/hygiene

Nutrition/dietary

Restorative/rehabilitation
services

Activities

Social services

Resident rights

Refer to the Care Guidelines ‘“‘evalua-
tion factors’ as a resource for possible
elements to consider when focusing on
particular aspects of care and resident
needs.

Document information obtained from
the interviews/observations on the
OIRR Worksheet. Record in the
““Notes’”” section any additional infor-
mation you may need in connection
with substandard care or services. Un-
less the resident specifically requests
that he/she be identified, do not reveal
the source of the information gleaned
from the interview.

(3) Medical Record Review. The med-
ical record review is a three-part proc-
ess, which involves first reconciling the
observation/interview findings with the
record, then reconciling the record
against itself, and lastly performing
the drug regimen review.

Document your findings on the OIRR
Worksheet, as appropriate, and summa-
rize on the Survey Report Form the
findings that are indicative of problem-
atic or substandard care. Be alert for
repeated similar instances of sub-
standard care developing as the num-
ber of completed OIRR Worksheets in-
creases.

care and

NOTE: The problems related to a particular
standard or condition could range from iden-
tical (e.g., meals not in accordance with die-
tary plan) to different but related (e.g., nurs-
ing services—lapse in care provided to resi-
dents with catheters, to residents with con-
tractures, to residents needing assistance for
personal hygiene and residents with improp-
erly applied restraints).

(1) Reconciling the observation/interview
findings with the record. Determine if:

¢ An assessment has been performed.
* A plan with goals has been devel-
oped.
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* The
ried out.

* The resident has been evaluated to
determine the effectiveness of the
interventions.

For example, if a resident has devel-
oped a decubitus ulcer while in the fa-
cility, record review can validate staff
and resident interviews regarding the
facility’s attempts at prevention. Use
your own judgment; review as much of
the record(s) as necessary to evaluate
the care planning. Note that facilities
need not establish specific areas in the
record stating ‘‘Assessment,” ‘“‘Plan,”
“Intervention,” or ‘“‘Evaluation’” in
order for the documentation to be con-
sidered adequate.

(ii) Reconciling the record with itself.
Determine:

» If the resident has been properly as-
sessed for all his/her needs.

e That normal and routine nursing
practices such as periodic weights,
temperatures, blood pressures, etc., are
performed as required by the resident’s
conditions.

(iii) Performing the drug regimen re-
view. The purpose of the drug regimen
review is to determine if the phar-
macist has reviewed the drug regimen
on a monthly basis. Follow the proce-
dures in Part One of Appendix N, Sur-
veyor Procedures for Pharmaceutical
Service Requirements in Long-Term
Care Facilities. Fill in the appropriate
boxes on the top left hand corner of the
reverse side of the OIRR Worksheet,
Form HCFA-524. Appendix N lists
many irregularities that can occur. Re-
view at least six different indicators on
each survey. However, the same six in-
dicators need not be reviewed on every
survey.

interventions have been car-

NoOTE: If you detect irregularities and the
documentation demonstrates that the phar-
macist has notified the attending physician,
do not cite a deficiency. Do, however, bring
the irregularity to the attention of the med-
ical director or other facility official, and
note the official’s name and date of notifica-
tion on the Survey Report Form.

(g) Task 5—Drug Pass Observation. The
purpose of the drug pass observation is
to observe the actual preparation and
administration of medications to resi-
dents. With this approach, there is no
doubt that the errors detected, if any,
are errors in drug administration, not
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documentation. Follow the procedure
in Part Two of Appendix N, Surveyor
Procedures for Pharmaceutical Service
Requirements in Long-Term Care Fa-
cilities, and complete the Drug Pass
Worksheet, Form HCFA-522. Be as neu-
tral and unobtrusive as possible during
the drug pass observation. Whenever
possible, select one surveyor, who is a
Registered Nurse or a pharmacist, to
observe the drug pass of approximately
20 residents. In facilities where fewer
than 20 residents are receiving medica-
tions, review as many residents receiv-
ing medications as possible. Residents
selected for the in-depth review need
not be included in the group chosen for
the drug pass; however, their whole or
partial inclusion is acceptable. In order
to get a balanced view of a facility’s
practices, observe more than one per-
son administering a drug pass, if fea-
sible. This might involve observing the
morning pass one day in Wing A, for
example, and the morning pass the
next day in Wing B.

Transfer findings noted on the “Drug
Pass’’ worksheet to the SRF under the
appropriate rule. If your team con-
cludes that the facility’s medication
error rate is 5 percent or more, cite the
deficiency under Nursing Services/Ad-
ministration of Drugs. Report the error
rate under F209. If the deficiency is at
the standard level, cite it in Nursing
Services, rather than Pharmacy.

(h) Task 6—Dining Area and Eating As-
sistance Observation. The purpose of this
task is to ascertain the extent to which
the facility meets dietary needs, par-
ticularly for those who require eating
assistance. This task also yields infor-
mation about staff interaction with
residents, promptness and appropriate-
ness of assistance, adaptive equipment
usage and availability, as well as ap-
propriateness of dress and hygiene for
meals.

For this task, use the worksheet en-
titled “‘Dining Area and Eating Assist-
ance Observation” (Form HCFA-523).
Observe two meals; for a balanced view,
try to observe meals at different times
of the day. For example, try to observe
a breakfast and a dinner rather than
two breakfasts. Give particular care to
performing observations as unobtru-
sively as possible. Chatting with resi-
dents and sitting down nearby may
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help alleviate resident anxiety over the
observation process.

Select a minimum of five residents
for each meal observation and include
residents who have their meals in their
rooms. Residents selected for the in-
depth review need not be included in
the dining and eating assistance obser-
vation; however, their whole or partial
inclusion is acceptable. Ascertain the
extent to which the facility assesses,
plans, and evaluates the nutritional
care of residents and eating assistance
needs by reviewing the sample of 10 or
more residents. If you are unable to de-
termine whether the facility meets the
standards from the sample reviewed,
expand the sample and focus on the
specific area(s) in question, until you
can formulate a conclusion about the
extent of compliance. As with the
other survey tasks, transfer the find-
ings noted on the **Dining & Eating As-
sistance Observation’ worksheet to the
Survey Report Form.

(i) Task 7—Forming the Deficiency
Statement. (1) General. The Survey Re-
port Form contains information about
all of the negative findings of the sur-
vey. Be sure to transfer to the Survey
Report Form data from the tour, drug
pass observation, dining area and eat-
ing assistance observation, as well as
in-depth review of the sample of resi-
dents. Transfer only those findings
which could possibly contribute to a
determination that the facility is defi-
cient in a certain area.

Meet as a group in a pre-exit con-
ference to discuss the findings and
make conclusions about the defi-
ciencies, subject to information pro-
vided by facility officials that may fur-
ther explain the situation. Review the
summaries/conclusions from each task
and decide whether any further infor-
mation and/or documentation is nec-
essary to substantiate a deficiency. As
the facility for additional information
for clarification about particular find-
ings, if necessary. Always consider in-
formation provided by the facility. If
the facility considers as acceptable,
practices which you believe are not ac-
ceptable, ask the facility to backup its
contention with suitable reference ma-
terial or sources and submit them for
your consideration.
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(2) Analysis. Analyze the findings on
the Survey Report Form for the degree
of severity, frequency of occurrence
and impact on delivery of care or qual-
ity of life. The threshold at which the
frequency of occurrences amounts to a
deficiency varies from situation to sit-
uation. One occurrence directly related
to a life-threatening or fatal outcome
can be cited as a deficiency. On the
other hand, a few sporadic occurrences
may have so slight an impact on deliv-
ery of care or quality of life that they
do not warrant a deficiency citation.
Review carefully all the information
gathered. What may appear during ob-
servation as a pattern, may or may not
be corroborated by records, staff, and
residents. For example, six of the 32
residents in the sample are dressed in
mismatched, poorly buttoned clothes.
A few of the six are wearing slippers
without socks. A few others are wear-
ing worn clothes. Six occurrences
might well be indicative of a pattern of
susbstandard care. Close scrutiny of
records, discussions with staff, and
interviews reveal, however, that the six
residents are participating in dressing
retraining programs. Those residents
who are without socks, chose to do so.
The worn clothing items were also cho-
sen—they are favorites.

Combinations of substandard care
such as poor grooming of a number of
residents, lack of ambulation of a num-
ber of residents, lack of attention to
positioning, poor skin care, etc., can
yield a deficiency in nursing services
just as 10 out of 10 residents receiving
substandard care for decubiti yields a
deficiency.

(3) Deficiencies Alleged by Staff or Resi-
dents. If staff or residents allege defi-
ciencies, but records, interviews, and
observation fail to confirm the situa-
tion, it is unlikely that a deficiency ex-
ists. Care and services that are indeed
confirmed by the survey to be in com-
pliance with the regulatory require-
ments, but considered deficient by resi-
dents or staff, cannot be cited as defi-
cient for certification purposes. On the
other hand, if an allegation is of a very
serious nature (e.g., resident abuse)
and the tools of record review and ob-
servation are not effective because the
problem is concealed, obtain as much
information as possible or necessary to
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ascertain compliance, and cite accord-
ingly. Residents, family, or former em-
ployees may be helpful for information
gathering.

(4) Composing the Deficiency Statement.
Write the deficiency statement in
terms specific enough to allow a rea-
sonably knowledgeable person to un-
derstand the aspect(s) of the require-
ment(s) that is (are) not met. Do not
delve into the facility’s policies and
procedures to determine or speculate
on the root cause of a deficiency, or
sift through various alternatives in an
effort to prescribe an acceptable rem-
edy. Indicate the data prefix tag and
regulatory citation, followed by a sum-
mary of the deficiency and supporting
findings using resident identifiers, not
resident names, as in the following ex-
ample.

F102 SNF 405.1123(b).—Each resident has
not had a physician’s visit at least once
every 30 days for the first 90 days after ad-
mission. Resident 11602 has not been seen by
a physician since she was admitted 50 days
ago. Her condition has deteriorated since
that time (formulation of decubiti, infec-
tions).

When the data prefix tag does not re-
peat the regulations, also include a
short phrase that describes the prefix
tag (e.g., F117 decubitus ulcer care).
List the data tags in numerical order,
whenever possible.

(J) Task 8—Exit Conference. The pur-
pose of the exit conference is to inform
the facility of survey findings and to
arrange for a plan of correction, if
needed. Keep the tone of the exit con-
ference consistent with the character
of the survey process—inspection and
enforcement. Tactful, business-like,
professional presentation of the find-
ings is of paramount importance. Rec-
ognize that the facility may wish to re-
spond to various findings. Although de-
ficiency statements continue to de-
pend, in part, on surveyor professional
judgment, support your conclusions
with resident-specific examples (identi-
fiers other than names) whenever you
can do so without compromising con-
fidentiality. Before formally citing de-
ficiencies, discuss any allegations or
findings that could not be substan-
tiated during earlier tasks in the proc-
ess. For example, if information is
gathered that suggests a newly hired
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R.N. is not currently licensed, ask the
facility officials to present current li-
censure information for the nurse in
question. ldentify residents when the
substandard care is readily observed or
discerned through record review. En-
sure that the facility improves the care
provided to all affected residents, not
only the identified residents. Make
clear to the facility that during a fol-
low-up visit the surveyors may review
residents other than those with signifi-
cant problems from the original sam-
ple, in order to see that the facility has
corrected the problems overall. Do not
disclose the source of information pro-
vided during interviews, unless the
resident has specifically requested you
to inform the facility of his/her com-
ments or complaints. In accordance
with your Agency’s policy, present the
Statement of Deficiencies, form HCFA-
2567, on site or after supervisory re-
view, no later than 10 calendar days
following the survey.

(k) Plan of Correction. Explain to the
facility that your role is to identify
care and services which are not con-
sistent with the regulatory require-
ments, rather than to ascertain the
root causes of deficiencies. Each facil-
ity is expected to review its own care
delivery. Subsequent to the exit con-
ference, each facility is required to
submit a plan of correction that identi-
fies necessary changes in operation
that will assure correction of the cited
deficiencies. In reviewing and accept-
ing a proposed plan of correction, apply
these criteria:

* Does the facility have a reasonable
approach for correcting the defi-
ciencies?

* Is there a high probability that the
planned action will result in compli-
ance?

» Is compliance expected timely?

Plans of correction specific to resi-
dents identified on the deficiency
statement are acceptable only where
the deficiency is determined to be
unique to that resident and not indic-
ative of a possible systemic problem.
For example, as a result of an aide
being absent, two residents are not am-
bulated three times that day as called
for in their care plans. A plan of cor-
rection that says ‘““Ambulate John
Jones and Mary Smith three times per
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day,” is not acceptable. An acceptable
plan of correction would explain
changes made to the facility’s staffing
and scheduling in order to gurantee
that staff is available to provide all
necessary services for all residents.

Acceptance of the plan of correction
does not absolve the facility of the re-
sponsibility for compliance should the
implementation not result in correc-
tion and compliance. Acceptance indi-
cates the State agency’s acknowledge-
ment that the facility indicated a will-
ingness and ability to make correc-
tions adequately and timely.

Allow the facility up to 10 days to
prepare and submit the plan of correc-
tion to the State agency, however, fol-
low your SA policy if the timeframe is
shorter. Retain the various survey
worksheets as well as the Survey Re-
port Form at the State agency. For-
ward the deficiency statement to the
HCFA regional office.

(I) Follow-up Surveys. The purpose of
the follow-up survey is to re-evaluate
the specific types of care or care deliv-
ery patterns that were cited as defi-
cient during the original survey. Ascer-
tain the corrective status of all defi-
ciencies cited on the HCFA-2567. Be-
cause this survey process focuses on
the actual provision of care and serv-
ices, revisits are almost always nec-
essary to ascertain whether the
deficienicies have indeed been cor-
rected. The nature of the deficiencies
dictates the scope of the follow-up
visit. Use as many tasks or portions of
the Survey Report Form(s) as needed
to ascertain compliance status. For ex-
ample, you need not perform another
drug pass if no drug related deficiencies
were cited on the initial survey. Simi-
larly, you need not repeat the dining
area and eating assistance observations
if no related problems were identified.
All or some of the aspects of the obser-
vation/interview/medical record review,
however, are likely to be appropriate
for the follow-up survey.

When selecting the resident sample
for the follow-up, determine the sample
size using the same formula as used
earlier in the survey, with the fol-
lowing exceptions:

e The maximum sample size
residents, rather than 50.

is 30
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e The minimum sample size of 10
residents does not apply if only one
care category was cited as deficient
and the total number of residents in
the facility in that category was less
than 10 (e.g., deficiency cited under
catheter care and only five residents
have catheters).

Include in the sample those residents
who, in your judgment, are appropriate
for reviewing vis-a-vis the cited sub-
standard care. If possible, include some
residents identified as receiving sub-
standard care during the initial survey.
If after completing the follow-up ac-
tivities you determine that the cited
deficiencies were not corrected, ini-
tiate adverse action procedures, as ap-
propriate.

(m) Role of Surveyor. The survey and
certification process is intended to de-
termine whether providers and sup-
pliers meet program participation re-
quirements. The primary role of the
surveyor, then, is to assess the quality
of care and services and to relate those
findings to statutory and regulatory
requirements for program participa-
tion.

When you find substandard care or
services in the course of a survey, care-
fully document your findings. Explain
the deficiency in sufficient detail so
that the facility officials understand
your rationale. If the cause of the defi-
ciency is obvious, share the informa-
tion with the provider. For example, if
you cite a deficiency for restraints
(F118), indicate that restraints were ap-
plied backwards on residents 1621, 1634,
1646, etc.

In those instances where the cause is
not obvious, do not delve into the fa-
cility’s policies and procedures to de-
termine the root cause of any defi-
ciency. Do not recommend or prescribe
an acceptable remedy. The provider is
responsible for deciding on and imple-
menting the action(s) necessary for
achieving compliance. For the re-
straint situation in the example above,
you would not ascertain whether the
improper application was due to im-
proper training or lack of training, nor
would you attempt to identify the staff
member who applied the restraints. It
is the provider’s responsibility to make
the necessary changes or corrections to

42 CFR Ch. IV (10-1-00 Edition)

ensure that the restriants are applied
properly.

A secondary role for the surveyor is
to provide general consultation to the
provider/consumer community. This in-
cludes meeting with provider/consumer
associations and other groups as well
as participating in seminars. It also in-
cludes informational activities, where-
by you respond to oral or written in-
quiries about required outcomes in
care and services.

(n) Confidentiality and Respect for
Resident Privacy. Conduct the survey in
a manner that allows for the greatest
degree of confidentiality for residents,
particularly regarding the information
gathered during the in-depth inter-
views. When recording observations
about care and resident conditions,
protect the privacy of all residents. Use
a code such as resident identifier num-
ber rather than names on worksheets
whenever possible. Never use a resi-
dent’s name on the Deficiency State-
ment, Form HCFA-2567. Block out resi-
dent names, if any, from any document
that is disclosed to the facility, indi-
vidual or organization.

When communicating to the facility
about substandard care, fully identify
the resident(s) by name if the situation
was identified through observation or
record review. Improperly applied re-
straints, expired medication, cold food,
gloves not worn for a sterile procedure,
and diet inconsistent with order, are
examples of problems which can be
identified to the facility by resident
name. Information about injuries due
to broken equipment, prolonged use of
restraints, and opened mail is less like-
ly to be obtained through observation
or record review. Do not reveal the
source of information unless actually
observed, discovered in the record re-
view, or requested by the resident or
family.

(0) Team Composition. Whenever pos-
sible, use the following survey team
model:

SNF/ICF SURVEY TEAM MODEL

In facilities with 200 beds or less, the
team size may range from 2 to 4 mem-
bers. If the team size is:

* 2 members: The team has at least
one RN plus another RN or a dietitian
or a pharmacist.
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¢ 3-4 member: In addition to the com-
position described above, the team has
one or two members of any discipline
such as a social worker, sanitarian,
etc.

If the facility has over 200 beds and
the survey will last more than 2 days,
the team size may be greater than 4
members. Select additional disciplines
as appropriate to the facility’s compli-
ance history.

Average onsite time per survey: 60
person hours (Number of surveyors
multiplied by the number of hours on
site)

Preferably, team members have ge-
rontological training and experience.
Any member may serve as the team
leader, consistent with State agency
procedures. In followup surveys, select
disciplines based on major areas of cor-
rection. Include a social worker, for ex-
ample, if the survey revealed major
psychosocial problems. This model
does not consider integrated survey
and Inspection of Care review teams,
which typically would be larger.

(p) Type of Facility—Application of
SNF or ICF Regulations. Apply the regu-
lations to the various types of facilities
in the following manner:

« Freestanding Skilled Nurs-  Apply SNF regulations.
ing Facility (SNF)
Freestanding Intermediate
Care Facility (ICF)

SNF Distinct Part of a Hos-

Apply ICF regulations.

Apply SNF regulations.

pital

« ICF Distinct Part of a Hos-  Apply ICF regulations.
pital

« Dually Certified SNF/ICF Apply SNF regulations and

442.346(b).

« Freestanding SNF with ICF  Apply SNF regulations for
Distinct Part (Regardless of SNF unit.
the proportion of SNF and  Apply ICF regulations for ICF
ICF beds, the facility type distinct part.

is determined by the higher
level of care. Therefore,
LTC facilities with distinct
parts are defined as SNFs
with ICF distinct parts.)

Apply both SNF and ICF reg-
ulations for shared services
(e.g., dietary).

If the same deficiency occurs
in both the SNF and ICF
components of the facility,
cite both SNF and ICF reg-
ulations.

If the deficiency occurs in the
SNF part only, cite only the
SNF regulation.

If the deficiency occurs in the
ICF part only, cite only the
ICF regulation.

(g) Use of Part A and Part B of the Sur-

vey Report. (1) Use of Part A (HCFA-
525).—Use Part A for initial certifi-
cation surveys only, except under the
following circumstances:

§488.110

* When a terminated facility re-
quests program participation 60 days or
more after termination. Treat this sit-
uation as a request for initial certifi-
cation and complete Part A of the sur-
vey report in addition to Part B.

* If an ICF with a favorable compli-
ance history requests to covert a num-
ber of beds to SNF level, complete both
Part A and Part B for compliance with
the SNF requirements. If distinct part
status is at issue, also examine wheth-
er it meets the criteria for certifi-
cation as a distinct part.

(i) Addendum for Outpatient Physical
Therapy (OPT) or Speech Pathology Serv-
ices. Use the Outpatient Physical Ther-
apy—Speech Pathology SRF (HCFA-
1893) as an addendum to Part A.

(i) Resurvey of Participating Facilities.
Do not use Part A for resurveys of par-
ticipating SNFs and ICFs. A deter-
mination of compliance, based on docu-
mented examination of the written
policies and procedures and other perti-
nent documents during the initial sur-
vey, establishes the facility’s compli-
ance status with Part A requirements.
This does not preclude citing defi-
ciencies if they pertain to administra-
tive or structural requirements from
Part A that are uncovered incidental
to a Part B survey. As an assurance
measure, however, each facility at the
time of recertification must complete
an affidavit (on the HCFA-1516) attest-
ing that no substantive changes have
occurred that would affect compliance.
Each facility must also agree to notify
the State agency immediately of any
upcoming changes in its organization
or management which may affect its
compliance status. If a new adminis-
trator is unable to complete the affi-
davit, proceed with the survey using
the Part B form and worksheets; do not
use the Part A form. The survey cannot
be considered complete, however, until
the affidavit is signed. If the facility
fails to complete the affidavit, it can-
not participate in the program.

(iii) Substantial Changes in a Facility’s
Organization and Management. If you
receive such information, review the
changes to ensure compliance with the
regulations. Request copies of the ap-
propriate documents (e.g., written poli-
cies and procedures, personnel quali-
fications, or agreements) if they were
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not submitted. If the changes have
made continued compliance seem
doubtful, determine through a Part B
survey whether deficiencies have re-
sulted. Cite any deficiencies on the
HCFA-2567 and follow the usual proce-
dures.

(2) Use of Part B (HCFA-519). Use Part
B and the worksheets for all types of
SNF and ICF surveys—initials, recer-
tifications, followup, complaints, etc.

The worksheets are:

« HCFA-520—Residents Selected for In-
depth Review

¢« HCFA-521—Tour Notes Worksheet

« HCFA-522—Drug Pass Worksheet

42 CFR Ch. IV (10-1-00 Edition)

« HCFA-523—Dining Area and Eating
Assistance Worksheet

« HCFA-5245—O0bservation/Interview/
Record Review Worksheet

For complaint investigations, per-
form a full or partial Part B survey
based on the extent of the allegations.
If the complaint alleges substandard
care in a general fashion or in a variety
of services and care areas, perform sev-
eral tasks or a full Part B survey, as
needed. If the complaint is of a more
specific nature, such as an allegation of
improper medications, perform an ap-
propriate partial Part B survey, such
as a drug pass review and a review of
selected medical records.
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